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MICROBIOLOGY REVIEW
DIVISION OF ANTIVIRAL DRUG PRODUCTS (HFD-530)

NDA#: 20-972

IND#: (b)(4)--
REVIEWER: Lauren lacono-Connors
CORRESPONDENCE DATE: 06/11/98
CDER RECEIPT DATE: 06/12/98
REVIEW ASSIGN DATE : 06/15/98

REVIEW COMPLETE DATE: 08/27/98
SPONSOR: DuPont Merck Pharmaceutical Company
DuPont Merck Plaza, MR2110
Centre Road
Wilmington, DE 19880-0721

SUBMISSIONS REVIEWED:  (b)(4)-------------------

DRUG CATEGORY: Antivird
INDICATION: For the treatment of HIV-1
DOSAGE FORM: Capsule (50 mg, 100 mg, and 200 mg)
PRODUCT NAMES:
a. PROPRIETARY: SUsTIvVA™
b. NONPROPRIETARY: Efavirenz

c. CHEMICAL: (S)-6-Chloro-4-(cyclopropylethynyl)-1,4-dihydro-4-(trifluoromethyl)-
2H-3,1-benzoxazin-2-one

STRUCTURAL FORMULA:

SUPPORTING DOCUMENTS:(b)(4)---------



RECOMMENDATIONS:

With respect to microbiology, NDA 20-972 (SUSTIVA) is approved.

Microbiologist

CONCURRENCES:

HFD-530/Deputy Dir.

Signature

HFD-530/SMicro

cc:
HFD-530/Original NDA
HFD-530/Division File
HFD-530/Div Dir Reading file
HFD-530/Pre-Clin Dep
HFD-530/MO
HFD-530/Pharm
HFD-530/Chem
HFD-530/SMicro
HFD-530/Review Micro
HFD-530/CSO Crescenzie
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